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Response to Amendment 

1. In the amendment filed 9/18/06, the following has occurred: claims 1,12, 14, and 15 
have been amended and claim 20 has been added. Now, claims 1, 2, 4-15 and 20 are 
presented for examination with claims 16-19 withdrawn from consideration. 

Claim Rejections - 35 (JSC §112 

2. The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the Invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

3. Claims 1 , 2, 4-15 and 20 rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the enablement requirement. The claim(s) contains subject matter which was not 
described in the specification in such a way as to enable one skilled in the art to which it 
pertains, or with which it is most nearly connected, to make and/or use the invention. 

4. Claim 1 recites "a central laboratory... for automatically reporting back a listing to said 
treating physician of secondary examinations available for acting on said point of care 
laboratory measurement data... if an initial evaluation at said expert system of said point of care 
laboratory measurement data does not produce a definitive diagnosis." Claim 12 recites "a 
central expert system including access to a data bank for examining the point of care laboratory 
measurement data and for assessing sufficiency of said patient specimen for preparing a 
definite diagnosis and at least one secondary examination." The originally filed specification 
would not have enabled one of ordinary skill in the art to make or use the claimed invention 
without undue experimentation because it is unclear how the central expert system determines 
the sufficiency of the point of care laboratory measurement data to produce a definitive 
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diagnosis and it is unclear how the central expert system or the central laboratory determines 
what secondary examinations should be reported back to the physician. 

5. Page 5 of the specification indicates that "intelligent algorithms" or interpretation 
"dependent on data deposited in electronic data files 3" may be used by the central expert 
system to assess the measuring result. However, there is no indication of what the "intelligent 
algorithms" are nor how one of ordinary skill in the art would derive the "intelligent algorithms" 
without under experimentation. Additionally, there is no indication of how the measuring result 
would be "interpreted dependent on data deposited in electronic data files 3." 

6. Page 6 of the specification gives a couple of example reasons why measurement values 
may not be sufficient for preparing a diagnosis but does not give any disclosure on how the 
central expert system would reach these conclusions. In other words, there is no disclosure 
regarding how the central expert system would reach the conclusion that "control reactions for 
the test (positive or negative controls) or electronic controls of the device are recognized as 
incorrect or the supposition that a disease is present that cannot be identified in the POC unit 1." 

7. Page 6 of the specification further indicates that in the case of insufficient diagnosis, the 
expert system communicates with central laboratories regarding capacity for secondary 
examinations. The specification also indicates that the secondary examinafions can be of 
alternative or supplementary nature but there is no disclosure how it is determined what the 
secondary examinations should be. There is no disclosure regarding whether it is the central 
expert system or the central laboratories who makes this determination nor regarding how either 
one would make the determination. Therefore, one of ordinary skill in the art would not have 
been enabled to make or use the claimed invention at the time of the invenfion. 

8. Claims 2, 4-11, 13-15, and 20 are rejected for the same reasons as claims 1 and 12 
through dependency. 
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Claim Rejections - 35 USC §103 

9. The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 

obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

10. Claims 1,2, 4-7, 12-15, and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Pestonik et al., U.S. Patent Application Publication No. 2004/0260666 in view 
of Diamond et al., U.S. Patent No. 5,692,220. 

11. As per claim 1 . Pestonik teaches a networked expert system for automatic evaluation 
and quality control of medical point of care laboratory measurement data comprising: a point of 
care measuring device disposed at a point of care which obtains point of care laboratory 
measurement data (see paragraph 0028, i.e. gathered patient data); a central expert system, 
disposed remote from said location of point of care, and a data link, selected form the group 
consisting of a data line and a data network, connecting said central expert system to said point 
of care measuring device (see paragraph 0082); said central expert system being accessible by 
a treating physician via said data link to function as a virtual laboratory data collection and 
diagnostic system for acting on said point of care laboratory measurement data to make an 
evaluation available to said treating physician based on said point of care laboratory 
measurement data (see paragraph 0084); and a central laboratory connected online to said 
expert system for automatically reporting back a decision-supported patient data including 
medical care recommendations to said treating physician (see paragraph 0084). Pestonik does 
not explicitly teach said point of care laboratory measurement data is of a patient specimen. 
Pestonik also does not explicitly teach the central laboratory reporting back a listing to of 
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secondary examinations available for acting on said point of care laboratory measurement data 
to make evaluation available to said treating physician based on said point of care laboratory 
measurement data if an initial evaluation at said expert system of said point of care laboratory 
measurement data does not produce a definitive diagnosis. 

12. Diamond teaches a decision support system including a point of care measuring device 
disposed at a point of care which obtains point of care laboratory measurement data (see 
column 2. lines 57-59); and a central laboratory automatically reporting back a listing to of 
secondary examinations available for acting on said point of care laboratory measurement data 
to make an evaluation available to said treating physician based on said point of care laboratory 
measurement data if an initial evaluation of said point of care laboratory measurement data 
does not produce a definitive diagnosis (see column 3, lines 15-30, since the results of the 
additional suggested tests are compared to any previous results, the Examiner interprets the 
additional tests to be available for acting on said point of care laboratory measurement data). It 
would have been obvious to one of ordinary skill in the art at the time of the invention 
incorporate such a feature into the system of Pestonik. One of ordinary skill in the art would 
have been motivated to incorporate such a feature for the purpose of aiding in the objective of 
eliminating the need to re-input patient data each time a clinician examines the same patient 
(see paragraph 001 1 of Pestonik). 

13. As per claim 2, Pestonik in view of Diamond teaches the system of claim 1 as described 
above. Pestonik further teaches said point of care measuring device is disposed at a facility of 
a physician (see paragraph 0071). 

14. As per claim 4, Pestonik in view of Diamond teaches the system of claim 1 as described 
above. Pestonik does not explicitly teach the central laboratory reports the results of the 
secondary examinations to the expert system and the expert system re-evaluates the point of 
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care laboratory measurement data by using the results of tlie secondary examinations. 
Diamond further teaches the central laboratory reports the results of the secondary 
examinations to the expert system and the expert system re-evaluates the point of care 
laboratory measurement data by using the results of the secondary examinations (see column 
3, lines 6-14). It would have been obvious to one of ordinary skill in the art at the time of the 
invention to incorporate this feature into the system of Pestonik for the reasons given above with 
respect to claim 1 . 

1 5. As per claim 5, Pestonik in view of Diamond teaches the system of claim 1 as described 
above. Pestonik does not explicitly teach a request to the point of care is automatically made 
for providing a sample for the central laboratory. Diamond further teaches a request to the point 
of care is automatically made for providing a sample for the central laboratory (see column 3, 
lines 20-30). It would have been obvious to one of ordinary skill in the art at the time of the 
invention to incorporate this feature into the system of Pestonik for the reasons given above with 
respect to claim 1 . 

16. As per claim 6, Pestonik in view of Diamond teaches the system of claim 1 as described 
above. Pestonik further teaches a plurality of sub-systems forming said central expert system 
connected to each other via a data network using data encoding (see paragraph 0071). 

17. As per claim 7, Pestonik in view of Diamond teaches the system of claim 1 as described 
above. Pestonik further teaches said expert system includes a data bank containing up-to-date 
medical knowledge and patient data and acts on said point of care laboratory measurement 
data using said medical knowledge and said patient data (see paragraph 0028). 

1 8. As per claim 12, Pestonik teaches a networked expert system for automatic evaluation 
and quality control of medical point of care laboratory measurement data, comprising: a 
communications interface for receiving a message including a point of care laboratory 
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measurement data (see paragraph 0028); a central expert system including access to a data 
bank for examining the point of care laboratory measurement data (see paragraph 0082); a data 
bank containing up-to-date medical knowledge and patient data (see paragraph 0028); an input 
processor for receiving data comprising a diagnostic evaluation of the point of care laboratory 
measurement data and therapy concepts and background knowledge (see paragraph 0084); 
and a distribution processor for fonA^arding the received diagnostic evaluation data and therapy 
concepts and background knowledge to a destination system (paragraph 0084). 

19. Pestonik does not explicitly teach assessing sufficiency of said patient specimen for 
preparing a definite diagnosis and preparing at least one secondary examination. Diamond 
teaches a decision support system including a point of care measuring device disposed at a 
point of care which obtains point of care laboratory measurement data (see column 2, lines 57- 
59); and a central expert system for assessing sufficiency of said patient specimen for preparing 
a definite diagnosis and at least one secondary examination (see column 3, lines 15-30). It 
would have been obvious to one of ordinary skill in the art at the time of the invention 
incorporate such a feature into the system of Pestonik. One of ordinary skill in the art would 
have been motivated to incorporate such a feature for the purpose of aiding in the objective of 
eliminating the need to re-input patient data each time a clinician examines the same patient 
(see paragraph 001 1 of Pestonik). 

20. Claims 13-15 contain substantially similar additional limitations to those already 
addressed in claims 1, 2, and 4 and, as such, are rejected for similar reasons as given above. 

21 . As per claim 20, Pestonik in view of Diamond teaches the system of claim 1 as 
described above. Pestonik does not explicitly teach the secondary examinations feature as 
described above. Diamond further teaches said secondary examinations include at least one 
of; an alternative secondary examination wherein parameters used in secondary evaluation of 
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said data are equal to said initial evaluation but are determined by a method different from said 
initial evaluation; and a supplemental secondary examination wherein parameters used in said 
secondary examinations are different than parameters used in said initial evaluation and which 
are not to be determined by said point of care measuring device (see column 3. lines 15-30). It 
would have been obvious to one of ordinary skill in the art at the time of the invention to 
incorporate this feature into the system of Pestonik for the reasons given above with respect to 
claim 1. 

22. Claim 8 is rejected under 35 U.S.C. 103(a) as being unpatentable over Pestonik et al., 
U.S. Patent Application Publication No. 2004/0260666 in view of Diamond et al., U.S. Patent 
No. 5,692,220 and further in view of Stewart et al., U.S. Patent No. 6,383,150. 

23. As per claim 8, Pestonik in view of Diamond teaches the system of claim 6 as described 
above. Pestonik does not explicitly teach said central expert system includes means for limiting 
access to up-to-date medical knowledge and patient data only to authorized persons. Stewart 
teaches a central expert system that includes means for limiting access to up-to-date medical 
knowledge and patient data only to authorized persons see column 7, lines 63-35). It would 
have been obvious to one of ordinary skill in the art at the time of the invention to incorporate 
this feature into the system of Pestonik. One of ordinary skill in the art would have been 
motivated to include such a feature for the purpose of protecting patient data. 

24. Claim 9 is rejected under 35 U.S.C. 103(a) as being unpatentable over Pestonik et al., 
U.S. Patent Application Publication No. 2004/0260666 in view of Diamond et al., U.S. Patent 
No. 5,692,220 and further in view of Jachimowicz et al., U.S. Patent No. 5,763,862. 
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25. As per claim 9, Pestonik in view of Diamond teaches the system of claim 7 as described 
above. Pestonik does not explicitly teach at the location of said treating physician, a chip card 
reader which requires insertion of a chip card of an authorized user in order to authorize access 
to said central expert system. Jachimowicz teaches a chip card reader which requires insertion 
of a chip card of an authorized user in order to authorize access to said central expert system 
(see column 3, lines 44-48). It would have been obvious to one of ordinary skill in the art at the 
time of the invention to incorporate this data security means into the system of Pestonik. One of 
ordinary skill in the art would have been motivated to incorporate this element for the purpose of 
enhancing security of sensitive data located at various locations (see column 3, lines 52-59 of 
Jachimowicz). 

26. Claims 10 and 11 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Pestonik et al., U.S. Patent Application Publication No. 2004/0260666 in view of Diamond et al., 
U.S. Patent No. 5,692,220 and further in view of Stevens et al., U.S. Patent No. 6,599,481. 

27. As per claim 10, Pestonik in view of Diamond teaches the system of claim 1 as 
described above. Pestonik does not explicitly teach a container for obtaining a patient 
specimen having an electronically readable identifier thereon. Stevens teaches a container for 
obtaining a patient specimen having an electronically readable identifier thereon (see column 4, 
lines 1-12). It would have been obvious to one of ordinary skill in the art at the time of the 
invention to incorporate this feature into the system of Pestonik. One of ordinary skill in the art 
would have been motivated to incorporate this feature for the purpose of facilitating more 
efficient processing of handling operations within a laboratory (see column 4, lines 6-7 of 
Stevens). 
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28. As per claim 11, Pestonik in view of Diamond and Stevens teaches the system of claim 
1 0 as described above. Pestonik does not explicitly teach said electronically readable identifier 
is a bar code. Stevens further teaches said electronically readable identifier is a bar code (see 
column 4, lines 1-12). It would have been obvious to one of ordinary skill in the art at the time of 
the invention to incorporate this feature into the system of Pestonik for the reasons given above 
with respect to claim 10, 

Response to Arguments 

29. Applicant's arguments with respect to claims 1, 2, 4-15 and 20 have been considered but 
are moot in view of the new ground(s) of rejection. 

Conclusion 

30. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Luke Gilligan whose telephone number is (571) 272-6770. The examiner 
can normally be reached on Monday-Friday 8am-5:30pm. 

31 . If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph Thomas can be reached on (571) 272-6776. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 
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32. Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private 
PAIR system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you 
would like assistance from a USPTO Customer Service Representative or access to the 
automated information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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